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DETAILED ACTION 

Claims 25, 28-34, and 38-46 are pending, and claims 30-34 and 38-41 are 
nonelected subject matter, and was withdrawn from further in the previous Office action 
dated on 10/25/2007. 

Priority 

This application is a 371 of PCT/US03/32947 filed on 10/15/2003, which claims 
the benefit of U.S. Provisional Patent Application No. 60/419,012, filed on 10/15/2002. 

Response to Argument 
Rejection of claims under 35 U.S.C.$102(b) 

Applicant's arguments over rejection of claims 25, 42, and 43 under 35 
U.S.C.§102(b) over the Sainsbury's teaching have been considered, and are found 
persuasive. Since the prior art teaches only the compound, but not a composition 
comprising the compound thereof. The rejection has been withdrawn . 

Applicant's arguments over rejection of claims 25, 28-29, and 42-46 under 35 
U.S.C.§1 02(b) over the teachings of the elected species of a composition comprising 
the Compound 281 (Peakadale Catalog # PFC-1019) have been considered, but are 
found not persuasive. According to the statement from Peakadale Inc, the company 
started sent advertisement flier of the Compound 281 to their potential customer on 
1990s for drug screening purpose in drug discovery research. According to their record, 
the first sale of the compound was on 1999. Since the claimed compound was taught 
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for drug screening purpose, it is common knowledge to one skilled in the art that an 
appropriate dilutes or carrier is necessarily needed for a drug candidate compound to 
be screened for drug discovery purpose, see the drug screening protocol for drug 
discovery by Wabnitz et al., Rapid Communications in Mass Spectrometry, 2002, Vol. 
16, p. 85-91 . To screen a compound for drug discovery, it has to be in an appropriate 
formulation in order to expose the compound to either an enzyme or cells or animal in 
vitro or in vivo. Therefore, the instantly claimed composition is an inherent property of 
the teaching by Peakadale Catalog. In order to rebut the rejection, Applicants need to 
provide the Office the original a copy of the entire Peakdale catalog that Applicants 
used when they ordered the product, and any information they know for using the 
compounds for drug screening purpose. 



Alternatively, claims 25, 28-29, and 42-46 are subject to the following further 
rejections: 

Claim Rejections - 35 USC § 103(a) 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 25, 28-29, and 42-46 are rejected under 35 U.S.C. 103 (a) as 
unpatentable over the Peakadale's teachings in view of Wabnitz's teaching on drug 
candidate screening and discovery, Rapid Communications Mass Spectrum, 2002, Vol. 
16, p.85-91. 

Applicants' claims relate to a composition comprising a compound of Formula (I) 

R V N - 



R!! .wherein: 
L 11 is a bond; R 11 is H; R 22 is Ci_ 6 alkyl; and R 33 H or C1-3 alkyl; and 
R 44 is an optionally substituted C 3 -e monocyclic heteroaryl, and the remaining 
substituents are as defined in claim 25. 

Determination of the scope and content of the prior art (MPEP §2141.01) 



Peakadale catalog discloses a specific compound PFC-1019 



•| CO 
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disclosed in IDS. Peakadale Inc. made and sold this compound for drug screening 
candidate in the research on new drug discovery before 2000. 

Ascertainment of the difference between the prior art and the claims (MPEP §2141.02) 
The difference between the Peakadale's teaching and the instant application is 
the prior art teaches a compound, and the use for drug screen in drug discover 
research, but does not teach a composition comprising the compound. 
Finding of prima facie obviousness-rational and motivation (MPEP §2142-2413) 

However, such difference would have been obvious to one ordinary skilled in the 
art in view of the common knowledge of drug screening as illustrated by the Wabnitz's 
teaching on drug candidate screening and discovery. To screen a compound for drug 
discovery, it has to be in an appropriate formulation in order to expose the compound to 
either an enzyme or cells or animal in vitro or in vivo. Therefore, the instant claimed 
compounds would have been suggested to one skilled in the art. 

Claim Rejections - 35 USC § 102(b) 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 25, 28-29, and 42-46 are rejected under 35 U.S.C. 102 (b) as being 
anticipated by Fritz et al., U.S. Patent No. 5,998,630 ("the '630 patent"). 

Applicants' claims relate to a composition comprising a compound of Formula (I) 
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, wherein: 



L 11 is a bond; R 11 is H; R 22 is Ci. 6 alkyl; and R 33 H or Ci_ 3 alkyl; and 
R 44 is an optionally substituted C3-6 monocyclic heteroaryl, and the remaining 
substituents are as defined in claim 25. There is no definition of "C1-3 alkyl" in the 
specification, and this term is given the broadest interpretation in light of the 
specification according to paragraph [0077], which defines alkyl group as optionally 
substituted or unsubstituted under "heteroarylalkyl". 

The '630 patent discloses a pharmaceutical formulation which comprises a 



74, in association with a pharmaceutically acceptable carrier, diluents or excipients. 
This prior art composition anticipates the instantly claimed genus, wherein: 
L 11 is a bond; R 11 is H; R 22 is d-e alkyl; and R 33 is an amino-substituted H or C1.3 alkyl; 
and R 44 is an optionally substituted C3-6 monocyclic heteroaryl. 



The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



specific compound 



I.. 




(CAS CN 189806-65-3) as Example 



Claim Rejections - 35 USC § 103(a) 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 25, 28-29, and 42-46 are rejected under 35 U.S.C. 103 (a) as 
unpatentable over '630 patent. 

Applicants' claims relate to a composition comprising a compound of Formula (I) 

o 



, wherein: 

L 11 is a bond; R 11 is H; R 22 is Ci. 6 alkyl; and R 33 H or Ci. 3 alkyl; and 

R 44 is an optionally substituted C3-6 monocyclic heteroaryl, and the remaining 

substituents are as defined in claim 25. 

Determination of the scope and content of the prior art (MPEP §2141.01) 

The '630 patent discloses a pharmaceutical formulation which comprises a 

specific compound V5s ^ (CAS CN 189806-65-3) as Example 

74, in association with a pharmaceutically acceptable carrier, diluents or excipients. 
This prior art composition anticipates the instantly claimed genus, wherein: 



Application/Control Number: 10/530,767 Page 8 

Art Unit: 1626 

L 11 is a bond; R 11 is H; R 22 is Ci- 6 alkyl; and R 33 is an amino-substituted H or C1-3 alkyl; 

and R 44 is an optionally substituted C 3 -e monocyclic heteroaryl. 

Ascertainment of the difference between the prior art and the claims (MPEP §2141.02) 
The difference between the '630 patent and the instant application is the prior art 

teaches a composition comprising the specific compound (Example 74) wherein R 22 is a 

methyl group, for inhibiting HCV infection, but does not teach a composition comprising 

a specific compound, wherein R 22 is other Ci- 6 alkyl group, such as t-butyl or neo-pentyl. 

However, the '630 patent also teaches a compounds with R 22 as Cm alkyl. 

Finding of prima facie obviousness-rational and motivation (MPEP §2142-2413) 

The instantly claimed invention would have been obvious over the '630 patent 
teachings, because one skilled in the art would have been motivated to prepare 
homolog of the compounds with R 22 as the other Ci- 6 alkyl group with the expectation 
of obtaining compounds which could be used in the related composition for 
pharmaceutical utility. To those skilled in the chemical art, one homologue is not such 
an advance over adjacent member of series as requires invention because chemists 
knowing properties of one member of series would in general know what to expect in 
adjacent members, In re Wilder, 563 F.2d 457, 195USPQ 426 (CCPA 1977), and 
MPEP§21 44.09. The motivation to make the claimed compounds derives from the 
expectation that structurally similar compounds or composition would possess similar 
activity (i.e. pharmacological use). Therefore, the instantly claimed composition 
would have been suggested to one skilled in the art. 
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Conclusions 

No claim is allowed. 

Telephone Inquiry 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Yong Chu whose telephone number is 571-272-5759. 
The examiner can normally be reached between 7:00 am - 3:30 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph K. M-Kane can be reached on 571-272-0699. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Status Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Yong Chu, Ph.D./ 
Patent Examiner 
Art Unit 1626 
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